
 



 

 



 

 



 

 



 

 



 

 



 

 



 

 



 

 



 

 



 

 



 

 



 

 



 

 



 

 



 

 



 

 



 

 



 

 



 

 



 

 



 

 



 

 



 

 



 

 


	Study Designs for Reproductive and Developmental Toxicity: �The Modified One-Generation Study
Paul Foster, PhD
National Institute of Environmental Health Sciences
NTP Board of Scientific Counselors, April 13, 2011

	Overview
	Preliminary Design prior to a Carcinogenicity Study
Ascertain dose levels  for continuous exposure that would allow:
Dams to successfully carry their offspring to term 
Deliver their offspring 
Successfully raise their offspring to weaning 
Determination of any target organ toxicity in adults that would preclude the successful conduct of a carcinogenicity study �(equiv. 90 d study – 10/sex/group)
Such a study design could easily be adapted to provide toxicity information on a range of other end points and maximize the use of the animals already produced –
The “Modified One-Generation Study”

	NTP Design
	Other International Developments in Reproduction Study Design
OECD is developing a new protocol (extended one-generation reproduction study) based on an earlier study design developed by a HESI panel to evaluate agrochemicals.
Protocol to be used for all chemicals as a replacement for the multigeneration reproduction study.
One of the major drivers is to address testing requirements of REACH (Registration, Evaluation, Authorization and restriction of CHemical substances) 
60% of animals needed in a chemical toxicology portfolio will be used for reproduction and developmental toxicity studies.
The study design employs the use of internal triggers for the measurement of specific end points, or groups of animals.




